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NCI Informed Consent Template for Cancer Treatment Trials

(English Language)

*NOTES FOR LOCAL INVESTIGATORS: 


· The goal of the informed consent process is to provide people with sufficient information for making informed choices.   The informed consent form provides a summary of the clinical study and the individual's rights as a research participant.  It serves as a starting point for the necessary exchange of information between the investigator and potential research participant.  This template for the informed consent form is only one part of the larger process of informed consent. For more information about informed consent, review the "Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials" prepared by the Comprehensive Working Group on Informed Consent in Cancer Clinical Trials for the National Cancer Institute.  The Web site address for this document is http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/
· A blank line, __________, indicates that the local investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 

· Suggestion for Local Investigators:  An NCI pamphlet explaining clinical trials is available for your patients.  The pamphlet is entitled: "If You Have Cancer…What You Should Know about Clinical Trials".  This pamphlet may be ordered on the NCI Web site at https://cissecure.nci.nih.gov/ncipubs/ or call 1-800-4-CANCER (1-800-422-6237) to request a free copy. 

· Optional feature for Local Investigators: Reference and attach drug sheets, pharmaceutical information for the public, or other material on risks.  Check with your local IRB regarding review of additional materials.
*These notes for investigators are instructional and should not be included in the informed consent form given to the prospective research participant. 

N06CA, The Use of Topical Baclofen, Amitriptyline HCl, and Ketamine (BAK) in a PLO Gel vs. Placebo for the Treatment of Chemotherapy Induced Peripheral Neuropathy:  A Phase III Randomized Double-Blind Placebo Controlled Study

This is an important form.  Please read it carefully.  It tells you what you need to know about this research study.  If you agree to take part in this study, you need to sign this form.  Your signature means that you have been told about the study and what the risks are.  Your signature on this form also means that you want to take part in this study.

This is a clinical trial, a type of research study.  Your healthcare provider will explain the clinical trial to you.   Clinical trials include only people who choose to take part.  Please take your time to make your decision about taking part.  You may discuss your decision with your friends and family.  You can also discuss it with your health care team.  If you have any questions, you can ask your healthcare provider for more explanation. 

You are being asked to take part in this research study because you have taken or are taking a type of chemotherapy that is causing you to have peripheral neuropathy.  Peripheral neuropathy is an injury to the nerves that supply sensation to the arms and legs.  Some symptoms you might be experiencing may include tingling, numbness, shooting, burning, or cramping sensations in your fingers and toes. 

Why is this research study being done?

The purpose of this research study is to:

·    See if using BAK gel rubbed into the skin will improve symptoms of peripheral neuropathy caused by chemotherapy.
· See how the use of BAK gel affects your body, mood, pain, and quality of life.
· See the effects (good or bad) of using BAK gel.
BAK represents three medications that may be useful in relieving tingling, numbness and/or pain in your hands and feet as a result of chemotherapy.  B stands for baclofen which is a muscle relaxant.  A stands for amitriptyline HCl which is an antidepressant often used for nerve related pain.  K stands for ketamine which is an anesthetic which is thought to relieve nerve related pain when rubbed into the skin.
How many people will take part in the research study?

About 148 people will take part in this study.  

What will happen if I take part in this research study?

Before you begin the study you will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures are part of regular cancer care and may be done even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to your healthcare provider.

· Medical history (you will be asked to rate your pain and any problem with numbness, tingling or pain in your fingers and/or toes)

· Physical examination

· Routine blood test to check your kidney function.
You will be "randomized" into one of the study groups to receive either medication in a Pluronic Lecithin Organogel (PLO) or plain Pluronic Lecithin Organogel (PLO) described below.  PLO is type of gel designed to serve as a base gel to which medicines can be added when they are to be used on the skin.  Randomization means that you are put into a group by chance (as in the flip of a coin).  A computer program will place you in one of the study groups.  Neither you nor your healthcare provider can choose the group you will be in.  You will not be told if you are using the active gel or the placebo. You will have an equal chance of being placed in either group.  
If you are in group 1   You will apply the  BAK gel to the skin in the area where you are experiencing pain, tingling, or other effects from your peripheral neuropathy twice a day (in the morning and before bedtime) for 4 weeks.
If you are in group 2  You will apply the placebo gel to the skin in the area where you are experiencing pain, tingling, or other effects from your peripheral neuropathy twice a day (in the morning and before bedtime) for 4 weeks.  A placebo is an inactive gel used to compare the study results with the gel listed above.
You will also be asked to complete some study questionnaires before you begin to use the gel and then each week for 4 weeks after you start using the gel.  The questions will ask you about your health, mood, pain, and quality of life.  You will be given a questionnaire booklet to take home with you.  These questionnaires should take you approximately 30 minutes to complete.  

A nurse or research assistant will also call you weekly (during the weeks you do not see your healthcare provider) to ask you about any side effects you might have from the gel and to see if you have any questions about the study or the questionnaires you are completing.

How long will I be in the research study?

You will be asked to use the gel for 4 weeks.  After you are finished with the 4 weeks of the study, you will find out if you were using the BAK gel or the placebo gel.  You may choose to enter a continuation phase of the study and start using the BAK gel if you were on the placebo gel (or continue using it) for an extra 8 weeks.  If you decide to start or continue the BAK gel after the first 4 weeks of the study, a member of the study team will call you weekly for 8 weeks and you will also be asked to complete weekly questionnaires similar to those you completed during the first 4 study weeks.  

Can I stop being in the research study?

Yes.  You can decide to stop at any time.  Tell your healthcare provider if you are thinking about stopping or decide to stop.  He or she will tell you how to stop safely. 

It is important to tell your healthcare provider if you are thinking about stopping so any risks from the BAK gel can be evaluated by your healthcare provider.  Another reason to tell your healthcare provider that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.

The healthcare provider may stop you from taking part in this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or if the study is stopped.

What side effects or risks can I expect from being in the research study?

You may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  Since the medications in this study are not being given in their usual form (by mouth or through a shot), healthcare professionals don’t know whether or not side effects may happen.  In previous studies, side effects from using these drugs on the skin (topically) have been none to minimal.  Side effects may be mild or very serious.  Your healthcare team may give you medicines to help lessen side effects.  Many side effects go away soon after you stop taking the BAK gel.  In some cases, side effects can be serious, long lasting, or may never go away. 

You should talk to your healthcare provider about any side effects that you have while taking part in the study.   

More Likely Risks (when ketamine and amitriptyline have been mixed together and used topically):

· Drowsiness

· Dizziness

· Dry mouth

· Burning skin irritation, peeling, or rash at site of application

· Occasional increased heart rate  

· Ringing in the ears

· Facial acne

Less Likely Risks (Seen with oral baclofen) and may occur if baclofen is absorbed into your system:

· Drowsiness

· Dizziness

· Weakness

· Fatigue

· Confusion

· Nausea (feeling sick to your stomach)

· Low blood pressure

· Constipation

· Increased need to urinate

· Inability to sleep

· Headache

Rare but serious Risks:

· Allergic reaction for any of the medications

· Hallucinations or seizures when stopping oral baclofen
Reproductive risks:  Pregnant women or those that can become pregnant are not eligible of this study. Women should not breastfeed a baby while on this study.  

The risks of drawing blood include pain, bruising, or rarely, infection at the needle site.
For more information about risks and side effects, ask your healthcare provider.

Are there benefits to taking part in the research study?

Taking part in this study may or may not make your health better.  While doctors hope the BAK gel will be useful against peripheral neuropathy, there is no proof of this yet.  We do know that the information from this study will help doctors learn more about BAK gel as a treatment for chemotherapy-induced peripheral neuropathy.  This information could help future cancer patients.

What other choices do I have if I do not take part in this research study?

You do not have to be in this study to receive treatment for your peripheral neuropathy.

Your other choices may include:

· Getting treatment or care for your peripheral neuropathy without being in a study

· Taking part in another study

· Getting no treatment

Talk to your healthcare provider about your choices before you decide if you will take part in this study.

Will my medical information be kept private?

We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:

· North Central Cancer Treatment Group (NCCTG) researchers
· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people

[Note to Local Investigators: The NCI has recommended that HIPAA regulations be addressed by the local institution.  The regulations may or may not be included in the informed consent form depending on local institutional policy.]

What are the costs of taking part in this research study?

You and/or your health plan/ insurance company will need to pay for some or all of the costs of treating your cancer in this study.  Some health plans will not pay these costs for people taking part in studies.  Check with your health plan or insurance company to find out what they will pay for.  Taking part in this study may or may not cost your insurance company more than the cost of getting regular cancer treatment. 

The study agent, BAK or placebo gel, will be provided free of charge while you are taking part in this study.  

You will not be paid for taking part in this study.

For more information on clinical trials and insurance coverage, you can visit the National Cancer Institute’s Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage .  You can print a copy of the “Clinical Trials and Insurance Coverage” information from this Web site.

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.

What happens if I am injured because I took part in this research study?

It is important that you tell your healthcare provider, __________________ [investigator’s name(s)], if you feel that you have been injured because of taking part in this study.  You can tell the healthcare provider in person or call him/her at __________________ [telephone number].
You will get medical treatment if you are injured as a result of taking part in this study.  You and/or your health plan will be charged for this treatment.   The study will not pay for medical treatment.  

What are my rights if I take part in this research study?

Taking part in this study is your choice.  You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.   No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from our institution.   

We will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who can answer my questions about the research study?

You can talk to your healthcare provider about any questions or concerns you have about this study.  Contact your healthcare provider __________________ [name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of center] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  [Note to Local Investigator: Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding clinical trial questions can be listed here.]   

The following section regarding biological samples for research should only be used to consent patients enrolled at Mayo Clinic Rochester 

Please note:  This section of the informed consent form is about an additional research study that is being done with people who are taking part in the main study.   You may take part in this additional study if you want to.  You can still be a part of the main study even if you say ‘no’ to taking part in this additional study.

You can say “yes” or “no” to the following study.  Please mark your choice for the study.  

About Using Biological Samples for Research

During the first part of the study (the first 4 weeks) when you are receiving either placebo or the active gel, you will be asked to participate in a laboratory test that will use a small sample of blood. A blood sample will be done by drawing some blood (3 Tbsp or 40 ml) from a vein.  The blood will be taken one time during weeks 3 or 4 of the study.

The blood samples will be sent to laboratories associated with the Mayo Clinic, Rochester, where the test will be done.  The test will be done in order to understand how the gel is absorbed into your body.  The results of the test will not be sent to you or your healthcare provider and will not be used in planning your care.  This test is for research purposes only and you will not have to pay for it.  Your samples will be used as described for this study.  When the study is done, they will be destroyed.

You can take part in the treatment portion of this study without taking part in this research laboratory test.

Please read the following statements and mark your choice:

1. I agree to provide a blood sample to laboratories associated with Mayo Clinic Rochester for research testing planned as part of this study.


 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No        Please initial here: ________    Date: ________ 

Benefits 

The benefits of research using blood include learning more about how these medications are absorbed through your skin. You will also learn whether the medications in the BAK gel are being absorbed into your blood stream or whether they are staying at local sites in your hands and feet.
Risks 

The greatest risk to you is the release of information from your health records.  We will do our best to make sure that your personal information will be kept private.  The chance that this information will be given to someone else is very small. 

Where can I get more information?

You may call the National Cancer Institute's Cancer Information Service at: 

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615

You may also visit the NCI Web site at http://cancer.gov/
· For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
· For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
You will get a copy of this form.  If you want more information about this study, ask your healthcare provider.

Signature

I have been given a copy of all _____ [insert total of number of pages] pages of this form.  I have read it or it has been read to me.  I understand the information and have had my questions answered.  I agree to take part in this study.

Printed Participant Name: __________________________________________
Participant Signature: ______________________________________________
Date: _____________________________________

Printed name of person obtaining informed consent: 

__________________________________________

Signature of person obtaining informed consent:
___________________________________________
Date _____________________________________

This model informed consent form has been reviewed by DCP/NCI and is the official consent document for this study.  Local IRB changes to this document are allowed.  Sections “What are the risks of the research study” or “What other choices do I have if I don’t take part in this research study?” should always be used in their entirety if possible.  Editorial changes to these sections may be made as long as they do not change information or intent.  If the institutional IRB insists on making deletions or more substantive modifications to these sections, they may be justified in writing by the investigator and approved by the IRB.  Under these circumstances, the revised language and justification must be forwarded to the North Central Cancer Treatment Group Operations Office for approval before a patient may be registered to this study.

Consent forms will have to be modified for each institution as it relates to where information may be obtained on the conduct of the study or research subject.  This information should be specific for each institution.
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